


Report Title: Primary Skin Irritation in Rabbits 

Test Type: Skin Irritation 

Conducting Laboratory and Location: International Research and Development 
Corporation 

Test Substance(s): T-7 120 - 2% Octopirox in shampoo at pH 4.5 

Species: Rabbit 

# of Animals: 1 male, 2 female 

Test Conditions: 1 male and 2 female New Zealand White rabbits exposed to two 
patches on the back with 0.4ml applied as a 10% (w/w) solution in distilled water for 24 
hr. One patch was applied to intact skin and the other to abraded skin. Test sites were 
graded at 24 and 72 hr. 

Results: NOT a primary skin irritant. Primary Irritation Score = 4.7 

Study #: 191-08 1; see related studies 191-080 and 191-082 
Report Date: 1 O/25/77 

Accession #: 19198 
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Primary Skin Irritation Study in Rabbi.ts 

Procter and Gamble Company 

T-7120 

191-081 DATE: October 25, 1977 

Animals 
Three ru'ew Zealand Vhite rabbits (obtained from Kuiper's Rab- 
bit Ranch, Gary, Indiana), one male and two females, weighing 
from 2726 to 3579 grams, were used in this study. The rab- 
bits were maintained in accordance with the recommendations 
contained in H.E.W. Publication No. 74-23 (11,I.H.) entitled 
"Guide for the Care and Use of Laboratory Animals" and were 
conditioncd for a minimum of 27 days prior to study initia- 
tion. 

Administration 
0.4 milliliter of the test material was applied, as a 10X (K/V) 
solution in distilled water, to each of two 38 x 38 mm Parke- 
Davis Readi-Bandages with a 20 x 20 mm felt pad which were then 
placed on the two sites on the backs 05 each of the rabbits. 
One of the sites was abraded while the other remained intact. 
The patches were secured in place with several wrappings of 75 . 
mm Elastoplast tape and collars were placed on each animal. 
Following the 24 hour application period, the collars and 
patches were removed and any test material remaining on the 
sites was removed with a damp cloth. 

Observations 
-for irritation of the skin at 24 and 72 hours. (The obser- 
vations at 24 hours were made 30 minutes following removal 
of the patches.) (See attached protocol for specific ex- 
perimental design used.) 

Effects of the test material determined at indicated inter- 
vals and scored according to the attached grading system. 
Grade of.effect with time is shown in the table below. In- 
dividual rabbit scores are presented in Table 1. 

191-081 
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Primary Skin Irritation (cont.) 

RESULTS 
(cont.) : 

Number of Animals Exhibiting Signs with Scori-nq "Valxe" 

Intact Skin Abraded Skin 
Hours Hour5 

Observations Value 24 72 24 72 

Erythema, 0 
Eschar 1 l/3 l/3 
Formation 2 2/3 2/3 2/3 l/3 

3 If3 2/3 
4 

Edema r 

Formation 
2/3 2/3 3/3 1/3 
l/3 113 2/3 

Blanching 3/3 l/3 3/3 o/3 

Primary Irritation Score (Index): 4.7 

191-081 



Very slight er--t!-zzza (barel;r perce?tijle) 
Well defined erytheza 
Moderate to severe erycheaa 
Severe eryth23a (beet redness) to slight 

eschar formation (i?juries ir: de?r;h) 4 

Edem Forsaticn: 
No edema . 0 
Very slight e2eza (barely perce?tQle) 1 
Slight edeza (edges 05 area ;;211 defined 

by definite raisir=z) 2 
Xoderare edezsa (raisin g a~prc:cfzat21y 1.0 xl) 3 
Severe edema (raised zore thax 1.0 z extezdixg 

beyor,d the area of eqosure) 4 

191-081 
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T-7120: 

ELE 1. 

I-- -- 

28738. Female 

29 519. Xale 

29540, Female 

ObserJari;z ?eziod (Zct?rs) I 
Obsezztfca ?esicG (%xrs) 

1.8 / 207 I I I I 2.3 I I ! 

Calculation for Primary Skin Irritation Score {Score = sum of the values (averages) divided 
by the number of observation periods used in evaluating the Primary Irritation Score times 2 

18.6 + 4 = 4.7 

19.1-081 
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Primary Skin Irritation (cont.) 

c09cLus103: Based upon the results abtained, T-7120 would not be consid- 
ered a primary skin irritant. The test material woc!ld bs 
further classified, based upon the Trimary Irritation Index, 
as being moderately irritating to the skin. 

Wilson P. Dean, B.A. 
Director ‘of Acute Toxicology 

and Special Studies 

Approved by: D. Clifford Jessup, Ph.D. 
Associate Director of Research 

191-081 



T-7120 A-326 

Conduct -5 2ccordE22c e uich the attached pra:oc?l. 



Date: 1 I. JSSllC 92 

. - . - . - - . - - . . . . . *.. : . * 
ProccZurc: Before trcatncnt, clip r;hc r;rbhlt bucks t;fc!~ CIR Cs:er 

sma3 1 sn:‘n:;ll cl iJ>pcr. cnc test site on c.7(:!1 ;~nir,::~.? $5 
left int;lct and one tcsi si?c: is LI~;-~cJLT;I villa :itc cl i::*r~t 
head so as to penctrclcc t!lc Iiorny lnycr of chc c;,iticr:r,I5, 
but without cacsfn;; bfccdi ng, 

Scoring: 

. . 

. 

. . 



File the final report vi:hLn 3 vccks ci comr)lc~ln;: :I:c 
txpcrincncal vork. 

. 

Priccl?al 1ZiVeSilgZiC.r: ?I. J. WLzrow 
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Date: i/28/7 


